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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 28 July 2006 . 
2a)|EI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-3,6-20,23.26-29 and 32-45 is/are pending in the application. 

4a) Of the above claim(s) 7-9 and 33-45 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-3.6.10-20.23.26-29 and 32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 19 October 2002 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1.17(e), was filed in this application after final 
rejection. Since this application is eligible for continued examination 
under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant 
to 37 CFR 1.114. Applicant's submission filed on 7/28/06 has been entered. 

Claims 7-9 and 33-45 and claims drawn to the invention of Group I not 
limited to the indicated specie are withdrawn from further consideration pur- 
suant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there be- 
ing no allowable generic or linking claim. Applicant timely traversed the re- 
striction (election) requirement in the reply filed on 10/13/04 and 3/2/05. 

The amendment filed 11/10/05 is objected to under 35 U.S.C. 132(a) be- 
cause it introduces new matter into the disclosure. 35 U.S.C. 132(a) states 
that no amendment shall introduce new matter into the disclosure of the in- 
vention. This rejection is repeated for the reasons given in the last 
action. Applicants arguments have been carefully considered but do not 
overcome the instant rejection. 

Applicants argue that they have corrected Table 2 "using numbers provi- 
ded in the NIH grant application", which was provided with the 11/10/05 
amendment. They further state that MPEP 2163.07 states that w [a]n amendment 
to correct an obvious error does not constitute new matter", that the para- 
graph immediately preceding Table 2 refers to "concentrations" in the plural, 
that the data in the two columns differ from one another even though the col- 
umns are labeled identically and that one skilled in the art would appreciate 
the proper ranges from "Table 3 (providing 12 ug/mL and 111 ug/ml in lines 3 
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and 5 and from the specification, page 37, line 16 providing concentrations 
of 10 ug/ml and 0.12 ug/ml, and because the typo does not relate to the 
claimed subject matter and the correction does not affect the scope or enab- 
lement of the currently pending claims". To start with, applicants apparent- 
ly intend to refer to line 16 of page 38, not page 37. Secondly, with the 
evidence provided to the surrounding parts of the specification and the NIH 
grant proposal, the examiner will allow the columns to be relabeled as 10 
ug/mL and 100 ug/mL. However, as pointed out in the action of 1/30/06 and the 
advisory of 6/1/06, the amendment proposed 11/10/05 to Table 2 has the col- 
umns labeled "10 uM" and "100 uM" , which are distinctly different from 10 
ug/mL and 100 ug/mL. 

Applicant is required to cancel the new matter in the reply to this 
Office Action. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 1-3, 6, 10-20, 23, 26-29 and 32 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the enablement requirement. 
The claims contains subject matter which was not described in the specifica- 
tion in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. 
This rejection is repeated for the reasons given in the last action. Appli- 
cants arguments have been carefully considered but do not overcome the ins- 
tant rejection. 
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Applicant argues essentially that working examples are not required and 
that the ordinary artisan could practice the instant invention reading the 
instant specification. Secondly it is argued that the references cited in 
the previous action to show the unpredictability of making catalytic anti- 
bodies explains the possible cause and effect of the results found and cites 
two references (Nevinsky, et al . and Stevenson, et al . ) to show the high 
state of the catalytic antibody art. It is agreed that working examples are 
not required in patent applications, but for the reasons discussed in the. 
last action, they are preferred due to the unpredictable nature of making 
catalytic antibodies. Secondly, it is pointed out that all of the examples 
in the two references referred to by applicant disclose the hapten used to 
make the catalytic antibody, which is not done by applicant's specification. 
It is further pointed out that these references are not of record in the 
instant application. 

Claims 17-20, 23 and 26 have been amended to be drawn to a "non-natur- 
ally occurring enzyme". The specification does not teach nor enable one of 
ordinary skill in the art to make the w non-naturally occurring enzyme" of the 
instant claims. This rejection is repeated for the reasons given in the last 
action. Applicants arguments have been carefully considered but do not over- 
come the instant rejection. 

Applicant argues that the specification teaches "[c]atalysts of biolog- 
ical origin such as enzymes" on page 7, line 25 and that the specification 
teaches that Mc]atalytic antibodies are especially preferred catalysts" on 
page 8, line 3. It is pointed out that w non-naturally occurring enzyme [s] " 
do not fall within the scope of enzymes of biological origin. Furthermore, a 
search of the original specification, claims and abstract did not find the 
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words "non-naturally occurring enzyme" and only one occurrence of the word 
"naturally", on page 7, line 8. It is maintained that not only does the 
specification not teach methods of modifying enzymes to non-naturally occur- 
ring ones, it does not provide even the mention of the words. It is main- 
tained that undue experimentation would have been required to make such an 
enzyme . 

Claims 1-3, 6, 10-20, 23, 26-29 and 32 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the written description re- 
quirement. The claim (s) contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor (s), at the time the application was filed, had 
possession of the claimed invention. This rejection is repeated for the 
reasons given in the last action. Applicants arguments have been carefully 
considered but do not overcome the instant rejection. 

Applicant essentially repeats the arguments made in the amendment filed 
11/10/05. In Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111 (Fed. Cir., 1991), it 
is stated that "the description must clearly allow persons of ordinary skill 
in the art to recognize that [he or she] invented " (emphasis added) (page 
1116), citing In re Gasteli t 10 USPQ2d 1614. It is also stated that u [t]he 
invention is defined by the claims on appeal (page 1118), citing Aro Mfg. Co. 
v. Convertible Top Replacement Co., 128 USPQ 354. 

It is maintained that applicant has not shown in the ' instant specifica- 
tion that they had possession of the claimed subject matter at the time the 
application was filed. 
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All claims are drawn to the same invention claimed in the application 
prior to the entry of the submission under 37 CFR 1.114 and could have been 
finally rejected on the grounds and art of record in the next Office action 
if they had been entered in the application prior to entry under 37 CFR 
1.114. Accordingly, THIS ACTION IS MADE FINAL even though it is a first 
action after the filing of a request for continued examination and the 
submission under 37 CFR 1.114. See MPEP § 706.07(b). Applicant is reminded 
of the extension of time policy as set forth in 37 CFR 1.136(a) . 

A shortened statutory period for reply to this final action is set to 
expire THREE MONTHS from the mailing date of this action. In the event a 
first reply is filed within TWO MONTHS of the mailing date of this final 
action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply 
expire later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Charles L. Patterson, Jr., PhD, whose 
telephone number is 571-272-0936. The examiner can normally be reached on 
Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy , can be reached on 571-272- 
0928. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status, informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 



9197 (toll-free) . 




Charges L. Patterson, Jr. 
Primary Examiner 
Art Unit 1652 



Patterson 
September 26, 2006 



